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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 

WHICHEVER IS LONGER. FROM THE MAILING DATE OF THIS COMMUNICATION. 
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earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

I )S Responsive to communication(s) filed on 29 May 2007 . 

2a)l3 This action is FINAL. 2b)n This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed In accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 
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6) 13 Claim(s) 1-18 and 20-35 Is/are rejected. 
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Application Papers 
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10)n The drawing(s) filed on is/are: a)n accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing{s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

I I )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 
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DETAILED ACTION 

Claims 1-35 are currently pending In the instant application. Applicants have 
added new claims 19-35 in an amendment filed on May 29, 2007. 

I. Information Disclosure Statement 

The information disclosure statement (IDS) submitted on May 29, 2007 is in 
compliance with the provisions of 37 CFR 1 .97. Accordingly, the information disclosure 
statement has been considered by the examiner. 

II. Response to Arguments 

Applicant's arguments, filed May 29, 2007 with respect to the rejections of claims 
1-18 under 35 USC 112, first paragraph as lacking enablement and written description 
and 35 USC 1 12, second paragraph as being indefinite; and the objection of claim 7 
because of minor infonnalities have been fully considered and are partially persuasive. 
The objection of claim 7 has been withdrawn. 

Applicants traverse the rejection of claims 18 under 35 USC 112, first paragraph, 
as lacking enablement and written description and 35 USC 112, second paragraph as 
being indefinite. Applicants have amended the independent claim 1 to read "Process 
for producing amino acid derivatives which can be obtained byperiodate oxidation, 
ozonolysis or Baeyer-Villiger oxidation of an unsaturated group,...". Simply adding the 
following phrase "which can be obtained by periodate oxidation, ozonoiysis or Baeyer- 
Villiger oxidation of an unsaturated group" does not explain what amino acid derivatives 
are encompassed by Applicants' Invention. Applicants are still hot enabled for the 
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independent claim 1 because it encompasses derivatives of various amino acids that 
are not discussed in Applicants' original disclosure. Applicants are enabled for the 
specific amino acids that were listed as examples in the specification on page 5 (lines 
10-14). Therefore, the Examiner has maintained the rejections. 

Upon further examination of the current amendments to the claims, a new 
ground(s) of rejection is made in view of claims 19-35 under 35 USC 112, first 
paragraph, as lacking enablement and written description and 35 USC 112, second 
paragraph as being indefinite. 

III. Rejection(s) 

Claim Rejections - 35 USC § 112, 1^^ paragrapli 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 
The specification shall contain a written description of the invention, and of the 
manner and process of making and using it, in such full, clear, concise, and exact terms 
as to enable any person skilled in the art to which it pertains, or with which it is most 
nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 20-35 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The "amino acid derivatives" of Claims 
20-35 are not defined in the specification so as to know the structures of the compounds 
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that are included and/or excluded by the term, 
adequate support for Claims 20-35. 
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Therefore, the specification lacks 



Claims 20-35 are rejected under 35 U.S.C. 112, first paragraph, because the 
specification, while being enabling for preparing several amino acid derivatives (See 
pages 5-13 of the specification), does not reasonably provide enablement for preparing 
all amino acid derivatives selected from p, y, S or e-amino acids. The specification does 
not enable any person skilled in the art to which it pertains, or with which it is most 
nearly connected, to make the invention commensurate in scope with these claims. 

As stated in the MPEP 2164.01 (a), "There are many factors to be considered 
when detennining whether there is sufTicient evidence to support a detennination that a 
disclosure does not satisfy the enablement requirement and whether any necessary 
experimentation is "undue." 

In In re Wands . 8 USPQ2d 1400 (1988), factors to be considered In detennining 
whether a disclosure meets the enablement requirement of 35 U.S.C. 112, first 
paragraph, have need described. They are: 

1 . the nature of the invention, 

2. the state of the prior art, 

3. the predictability or lack thereof in the art, 

4. the amount of direction or guidance present, 

5. the presence or absence of working examples, 

6. the breadth of the claims, 

7. the quantity of experimentation needed, and 

8. the level of the skill in the art. 

In the instant case 

The nature of the invention 
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The nature of the invention is a process of preparing amino acid derivatives 
selected from 6 or 6-amino acids. 

r/?e state of f/ie prior art and the predictability or iacli thereof in the art 

It is the state of the prior art that the term "derivative" found in the claims is 
defined as a compound, that is formed from a similar compound or a compound that 
can be imagined to arise from another compound, if one atom is replaced with another 
atom or group of atoms (< http://en,wikipedia.orQ/wiki/Derivative (chemistrv) >). 

The predictability or lack thereof in the art is that derivatives contain a structural 
radical similar to that from which it is derived. 

The amount of direction or guidance present and the presence or absence of 

worthing examples 

The only direction or guidance present in the specification and the only working 
examples present in the specification are for producing seven specific amino acid 
derivatives and the organic amines used as starting materials as described on pages 5- 
1 3 of the applicants instant specification. Derivatives are not defined in the instant 
specification. 

The breadth of the claims 
The breadth of the claims is a process for producing amino acid derivatives 
selected from fi, y, 6 or e-amino acids. 

The quantity of experimentation needed and the level of the skill in the art 
While the level of the skill in the pharmaceutical art is high, the quantity of 
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experimentation needed is undue experimentation. One of sl<ill in tlie art would need to 
prepare compounds with similar structural radicals without any direction as to what 
structural radical is needed and how different the derivative can .be from any of the 
amino acids or organic amines. 

The level of skill In the art is high without showing or guidance as to how to make 
other derivatives it would require undue experimentation to figure out the starting 
materials, solvents, temperatures and reaction times that would provide other 
derivatives or organic amines. 

Claim Rejections • 35 USC § 112, 2"'' paragraph 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 20-35 are rejected under 35 U.S.C: 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. In claim 20, applicant is claiming a process of 
producing amino acid derivatives selected from 0, y, 6 or e-amino acids. Furthermore, 
the temn "derivative" in claims 20-35 renders the claims indefinite as the tenn 
"derivative" found in the claims is a compound, usually organic obtained from another 
compound by a simple chemical process or an organic compound containing a • 
structural radical similar to that from which it is derived. Also, there are 20 standard 
amino acids that contain structurally different functional groups and it is unclear which 
amino acids applicants are claiming derivatives of. Therefore, the term "derivative" 
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found in tlie claims renders tiie claims indefinite because the two tenms are not defined 
as to know the metes and bounds of the claims. 

IV. Objections 

Dependent Claim Objections 
Dependent Claim 19 is also objected to as being dependent upon a rejected 
based claim. To overcome this objection, Applicant should rewrite said claims in an 
independent fomri and include the limitations of the base claim and any intervening 
claim. 

V. Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706..07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
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the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 



the examiner should be directed to Shawquia Young whose telephone number is 571- 
272-9043. The examiner can normally be reached on 6:00 AM-2:30PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph McKane can be reached on 571-272-0699. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Infomiation regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status infomnation for unpublished applications is available through Private PAIR only. 
For more infomiation about the PAIR system, see http://pair-direct.usptb.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 



Any inquiry concerning this communication or earlier communications from 




Business Center (EBC) at 866-217-9197 (toll-free). 



